
From: CMS RxDRUGPolicy 

Message 

From : Bass, Diane M 
Sent: 
To: 
CC: Robertson, Michele M atasi, Twayler 

7:16:50 PM 

Subject: RE : Action Required- NDC 63004-8710 
Attachments: Letterhead_DBass_ wemails. pdf 

Importance: High 

Dear Mr. Coster, 

Please see attached response to the letter we received from you dated I will also send you this 
response letter by certified mail. 
Please acknowledge receipt of this response letter via email. 

Thank you, 
Diane M , Bass I Director of Government Reporting, Cont ract Operations and Gross to Net Accounting 

Mallinckrodt Pharmy euticals 

This information may be r;onfidenlial and/or privileged. Use of thls inforrnalion by anyone other than the intended recipient is prohibited. if you receive 
this in error, piease inform the sender and remove any record of this message. 

T: 

Please change your contact 1/sts accordingly. 

Sent: Tuesday, 
To: Bass, Diane M 
Cc: Schaefer, Kathy A CMS RxDRUGPolicy 
Subject: [EXTERNAL] RE: Act ion Required- NDC 63004-8710 
Importance: High 

CAUTION: This email originated from which is outside of the Mallinckrodt system. Do not click on any 
links or attachments unless you know the source and are very confident that the links/attachments are safe. If you have any 

doubts, please contact for assistance. 

Ms. Bass, 

Please find attached an advance copy of a letter you will be receiving by U.S. Mail. 

Thank you, 
CMS Rx Drug Policy (04) 

The decision in this re.17Jonse is limited to and based upon the facts described in this email and any attachments provided and our 
understanding ofrhe facts as described in the emails and attachments s11bmuted. ifa .subsequent review by CivJS: by the qffice of 
inspector General, or another auihurized government agency determines or reveals that additional adjustments or revisions are 
necessatJ', the manufacturer is responsible for compfving with that detennination. 171is response cannot be considered an adviso,:v 
opinion under section l.l 28D(b) ofrhe Social Security Act, since on~v the Inspector General ofthe U.S. Department ofHealth and 
Human Services has been authorized to issue adviso,y opinions relating to health care fraud and abuse under that section. This 
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response should not be interpreted as acquiescence by the Ciovermnent to the arrangements described herein. Further. this response 
zs not a release o/any liability. 

NOTICE: The contents of this message and any anachments may be privileged and confidential. ff you are not an intended recipient. 01 

have received this mess<1ge in error. please delete it without re<1ding it and please do not print, copy, forwa.rd. d.isse.min<lte, or otherwise use 
the information. Also, please notii')r the send.er that you have received this communication in enor. Yom receipt of this message is not 
intended to vv,1ivc any applicable privilege. 
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Mallinckrodt 

John M. Coster, PhD, RPh 
Director, Division of Pharmacy 
Department of Health & Human Services 
Centers for Medicare & Medicaid Services 

Dear Mr. Coster, 

This email is in response to the letter that we received from you dated 
letter refers to correspondence from CMS to Mallinckrodt LLC on
1111 regarding the base date Average Manufacturer Price (AMP) for H.P. 

and 
Acthar Gel (NOC 

63004-8710). Because we are confused by the - letter, we think it might be helpful to 
review some of the history. We look forward to discussing this matter further with you. 

MNK responded on to the communication that CMS sent on 
(Prior to that date, there was a series of communications between CMS and MNK, as reflected in 
the attached chain of correspondence between CMS and MNK from April 2016 through April 
2017.) To our knowledge, MNK has not received a reply from CMS to the points that we made in 
our communication dated 

In that communication, we noted our appreciation for CMS' confirmation that "the new indication 
for Acthar was approved under NOA 022432". We see this as significant, because it confirms 
the basis CMS gave in its communication to Questcor that approved the 
appropriateness of a new base date AMP for Acthar at that time. CMS has repeatedly and 
correctly stated that a new NOA creates a new basedate AMP. 

As noted in prior communications, CMS advised Questcor in 2012 that "[w]e have reviewed your 
request and agree that Acthar Gel is e ligible for a new base date AMP." MNK, which purchased 
Acthar from Questcor in August 2014, has relied upon that agency determination. 

In our communications with CMS between April 2016 and April 2017, we explained that we 
believe the Agency's conclusion was correct in 2012 and remains correct now. We offered our 
thoughts on a number of substantive reasons supporting our view. We think it is important that 
MNK and CMS have a substantive discussion about the points that we have raised. We do not 
think that we can respond to CMS' request that we consider a change in the DOR listing, 
therefore. at this point. 

We respectfully request additional time to engage with the Agency on this important issue. which 
we believe will require more time to discuss than the 30-day period referenced in the -
I letter. We are available at your convenience to discuss these issues further, and we 
respectfully request the opportunity to do so. 

Thank you. 

Sincerely yours, 

Diane Bass, 
Director, Government Reporting, Contract Operations and Gross to Net Accounting 

675 McDonnell Boulevard· Haze~t.1ood. MO 63042 • 314.6.-54 2000 T • ,w,,w.mallinckrodt corn 
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ATTACHMENT 

From: Forshee, Kay < > 

Sent: Friday,_ 2:07 PM 
To: CMS MDROperations 
Cc: Landolt, Jamie; Matasi, Twayler; CMS MDROperations 
Subject: RE: MDR 04 RE: Acthar gel final.doc 

Proprietary and Confidential-Not to Be Released under FOIA or Otherwise 

Thank you for your email on 

We appreciate CMS' confirmation that "the new indication for Acthar was approved under NOA 
022432." We see this as significant, because it confirms the basis CMS gave in its 
communication to Questcor that explicitly approved the appropriateness of a new base date AMP. CMS 
concluded there that "[w]e have reviewed your request and agree that Acthar Gel is eligible for a new 
base date AMP." Mallinckrodt, which purchased Acthar from Questcor in August 2014, has relied upon 
that agency determination. 

We believe the agency's conclusion was correct in 2012 and remains correct now. NOA 022432 
represented a very significant set of events. Acthar's label, indications, and approval for 
marketing underwent a fundamental revision, including all of the following changes under that 
NOA: 

• Addition of the infantile spasms indication; 

• Removal of more than 30 indications that previously were approved for marketing; 

• Revised "Dosage and Administration" section; 
• New and separate section on pediatric indications; 

• New FDA requirement for a "Medication Guide" relating to the new infantile spasms indication; 
• New, indication-specific Risk Evaluation and Mitigation Strategy {REMS) for the new infantile 

spasms indication; 

• Addition of the route of administration for Acthar; and 
• Addition of the "Mechanism of Action" section. 

Your email dated also indicates that FDA has reportedly suggested to CMS that NOA 
022432 was a "type-6 NOA". As an initial matter, we do not see any significance in this observation, 
even if correct. The plain language of the Medicaid drug rebate statute speaks directly to the 
importance of an approval of an NOA; it is irrelevant under the statute whether an NOA was a "type 6". 

We will continue to review your email, however, and we may have some additional thoughts to share 
with you as part of this ongoing dialogue. Thank you for your engagement with us on this important 
issue. 

Best regards, 

Kay Forshee I Sr. Manager, Government Reporting 
Mallinckrodt Pharm euticals 

Page 1 of 7 

CONFIDENTIAL - FOIA EXEMPT USAO000 16179 



l www.mallinckrodt.com 

This information may be confidential and/or privileged. Use of this information by anyone other 

than the intended recipient is prohibited. If you receive this in error, please inform the sender 
and remove any record of this message. 

From: CMS MDRO erations 
Sent: Monday, 
To: Forshee, Kay 
Cc; Lough, Mairi; Landolt, Jamie; Lasker, Karen L; CMS MDROperations 
Subject: RE: MDR 04 RE: Acthar gel final.doc 

Kay, 

Thank you for your emails on- and- We understand and agree that t he new 
indication for Acthar was approved under NDA 022432. We also note that the SPL information 

submitted to FDA by the manufacturer currently reflects NDA 02.243 2. However FDA has confirmed 
that NDA 022432, a type-6 NDA, was created for administrative purposes because an FDA division other 
than the division responsible for NOA 008372 was reviewing the application for the new indication. FDA 

has informed us that t:ype-6 NDAs are administratively closed upon approval. Therefore, it is our 
understanding that the marketing of the drug has always been under the auspices of NDA 008372, 
regardless of the administratively assigned NOA 022432, which was only for the purpose of FDA 
approval of the new indication, but not for the approval and marketing of the drug itselt 

The baseline information for a drug that was approved prior to the effective date of sect ion 1927 of 
the Social Security Act is established using the data of the drug as of- It is our 
understanding that NOA 008372 for Acthar was approved on therefore, the baseline 

data for the drug that is marketed under that NOA would be based on data from - as the 
approval of NOA 022432 in 2010 was not for approval of a new drug. 

Thank you, 
CMS MDR Operations 

The decision in this response is limited to and based upon the facts described in this email and any attachments 
provided andour understanding ofthe facts as described in the emails and attachments submitted. !fa subsequent 
review by ClvfS, by the Office ltfInspector General, or another authorized government agency determines or 
reveal5 that additioMl adjustmenrs or revisions are necessary, the manujacturer is responsible for complying with 
that determination. This response cannot be considered an advisory opinion under section l l 28D(b) o.fthe Social 
Security Aci. since only ihe Inspector General ofthe US. l)epartment oflfealth and Human Seryices has been 
authorized to issue advisory opinions relating to health care Ji-aud and abuse under that section. This response 
shouldnot be interpreted as acquiescence by the Government to the arrangements described herein. Further, this 
response is noi a ref.ease ofany liability. 

NOTICE: The conteut.s of chis message and any attachments may be privileged. and co11fidential. Ifyou are 11ot an 
intended. -recipient. or have received this message in err<>r, please delete it without reading it andplea.sc do not print, copy, 
fo.tward. disseminate, or otherwise use tile infomlation. Also. please notify the se11der that you have received this 
communication i11 erroL Your receipt ofthis message is not intended to waive any applicabk p.-ivilegc. 
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From: Forshee, Kay [mailt__ 
Sent: Friday,_ 8:02 PM 
To: CMS MDROperations <M 
Cc: Lough, Mairi 
Lasker, 
Karen L 
Subject: MDR 04 RE: Acthar gel fi nal.doc 

Good evening, 

We wanted to briefly follow up on our email below. As we indicated there, we have continued to look 
into your correspondence. As part of that effort, we have clarified the pre-existing FDA Online Label 
Repository listing to list NOA 022432, consistent with CMS' letter and analysis dated-1111 

Thank you, 

Kay Forshee I Sr. Manager, Government Reporting 
Mallinckrodt Pharmaceuticals 

I 

This information may be confidential and/or privi leged. Use of this information by anyone otherthan 
the intended recipient is prohibited. If you receive this in error, please inform the sender and remove 
any record of this message. 

From: Forshee, Ka:t..,___ 
Sent: Wednesday,--6: 12 PM 
To: 'CMS MDROperations' 
Cc: Lough, Mairi; Landolt, Jamie; Lasker, Karen L 
Subject: RE: MDR 04 RE: Acthar gel final.doc 

Proprietary and Confidential-Not to Be Released, in Whole or in Part, under FOIA or 
Otherwise 

Good Evening, 

Thank you for your email below. As we continue to research the points CMS has raised, we 
want to clarify a point that seems to be the basis for the agency's request. In your email, you 
indicate that the base date AMP for a "purchased product" should not be altered. We want to 
note that Mallinckrodt's purchase of Acthar from Questcor in August 2014 was not the basis of 
CMS' confirmation to Questcor of the appropriateness of a new base date AMP in the agency's 
letter to Questcor dated-1111 which was two years before Mallinckrodt' s acquisition 
of Questcor. 

In the- letter, CMS also stated that it believed that it was potentially incorrect to 
have listed the product as "ha[ving] NOA 022432 as its FDA application number." We have 
gone back and confirmed that this was, in fact, the correct FDA assigned application number 

Page 3 of 7 
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From: CMS MDRO 
Sent: Thursday, 5:3 

for the approval of the product that was discussed in the CMS letter of and that 
CMS cited in determining that "[w]e have reviewed your request and agree that Acthar Gel is 
eligible for a new based date AMP." 

However, we continue to look further into your correspondence, and will offer additional 
thoughts, as they may be helpful to you, at a later date when we have completed our work. 

Thank you, 

Kay Forshee I Sr. Manager, Government Reporting 
Mallinckrodt Pharmaceuticals 
325 McDonnell Blvd. Hazelwood. MO 
63042 USAT: 

I www.mallinckrodt. com 

This information may be confident ial and/or privileged. Use of t his information by anyone 
other than the intended recipient is prohibited. Ifyou receive t his in error, please inform the 
sender and remove any record of this message. 

To: Forshee, Kay; MS MDROperations 

Cc: Lough, Mairi; Landolt, Jamie; Lasker, Karen L 
Subject: MOR 04 RE: Acthar gel final.doc 

We are aware of t he correspondence between Questcor and CMS that you provided. 

However, as stated in Manufacturer Release #90 at .t.1~.t.P..:L/..'t!.WY':l.,.mg_~.i.f~!SLKQY/.Mt:9!.f..?..!.9.: 
CHIP-Progr arn-- in formation/Bv·T opics/BenefitsiPrescripl:ion-DrugsiQown!oads/Rx-
Releases/M FR .. Releases/mfr .. 
rel-090.pdf, the baseline data of a purchased product should be the same as the baseline 
data of a product marketed previously under the same NOA. Therefore, we are requesting 
that you complete and return the attached template so that the baseline information for the 

NOC matches t~e_ba~eline.. infor:natio..n of t~e _N°'C tha..t was originally used for ma~keting the 
product under the same NOA. 

Thankyou, 
CMS MDROperations 

The decision in this re.,ponse is limited to and based upon the facts described in this email and any 
attachment.,; p1·ovided and our understanding ojthefacrs as described in the emails and attadiments 
submitted. Ifa subsequent review by CMS. by the Office ofInspector General, or another authorized 
government agency determines or rel'eals that additional adjustments or revisions are necessary, the 
manufacturer is responsib!e.fcJr comp(ying with that determination. This response cannot be 
considered an advisory opinion under section J J 28D(b) ofthe Social Security Act, since only the 
Inspector General ofthe 
U.S. Department ofHealth and Human Services has been authorized to issue advisory opinions 
relating to health care ft·aud and abuse under that section. This response should not be interpreJed 
as acquiescence by the Government to the arrangements described herein. Further, this response is 
not a release ofany liability. 
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NO'flCE: The coat·ents of this message and ally anachments may be privileged and confidential. If yon are 
not an intended recipient, or have received this message in enor, please ddetc .it without rea.ding t.t ,rnd please 
do notprint, copy, forward, disseminate, or othcrwjsc U$e tbe information. Also, please oot.Hy the sender tha.t 
you have leceived dlis wmmunication iu error. Yom receipt of' this message is not intended to waive any 
applical>le privilege. 

From: Forshee, Kay [ rnai!to 

To: CMS MDRO . 
Cc: Lo 
<Jamie. 

> 

Sent: Tuesday, 4:26 PM 

Subject: RE: Acthar gel final.doc 

Good afternoon, 

Attached please find correspondence between Questcor /Mallinckrodt and CMS regarding 
the approved NDC changes and new base AMPfor Acthar. Please advise if we are 
required to make any changes to the DDR 

Please feel free to contact me directly with any 

questions. Thanks, 

Kay Forshee I Sr. Manager, Government Reporting 
Mallinckrodt Pharm euticals 

From: CMS MDROperations 
Sent: Wednesday, 
To: Forshee, Kay 
Cc: CMS MDROperations 
Subject: Acthar gel final.doc 

Kay, 

Attached, please find an advance copy of a letter that you will be receiving by U.S. 
Mail. Also attached is a template, for your use in requesting the changes 
referenced in the letter. 

Thankyou, 
CMS 1v1DROperations 
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The decision in this response is limited to and based upon the facts described in this email and 
any attachments provided and our understanding ofthe facts as described in the emails and 
attachments submitted. Ifa subsequent review by c:1vJS~ by the Office ofInspector General, or 
another authorized government agency determines or rel'eals that additional adjustments or 
revisions are necessary, the manufacturer is responsible fbr complying with that 
determination. This response cannot be considered an advisory opinion under section 
l 128D(b) ofthe Social Security Act, since onlv the Inspector General ofthe US Department 
ofHealth and Human Sen·ices has been authorized to issue advismy opinions relating to 
health care fraud and abuse under that 
section. This response should not be interpreted as acquiescence by the Government 
to the arrangements described herein. Furrher, this response is not a release ofany 
liability 

NOTICE: The contents of this message ,rnd any attachments may be p.rivileged and confidential. If 
yon are not an intended recipient or have received this message in error, please delete it without 
reading it ,md pb,se do not pr.illt, copy, forward, disseminare, or otherwise use rhe infor.mation. 
A.lso, pkase notify the send.er that you have received this communication in error. Your receipt of 
this message is not intended to wajve a.ny applicable privilege. 
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